T he ¢ BREL Lladts
Fot  Sector 2(E) Coge File

%g@({?*—@’?f (é%%% haoe bheed

Vel (P c?mghéd f The VeopesT

H6F Fhe Sub efte b




Andrea V. Malinowski
Corporate Counsel

DuPont Legal

Wiimington Office Buildings

1007 Market Street

Wilmington, DE 19898

302-774-6443 Tel 302-774-4812 Fax
andrea.v.malinowski@usa.dupont.com E-mail

November 8, 2006 '/V\k{’?F
VIA FEDERAL EXPRESS 2« [ EDCQKS/

TSCA Document Processing Center (7407M)

EPA East — Room 6428 CONFIDENTIAL BUSINESS

Attn: Section 8(e)

U.S. Environmental Protection Agency S TRETE 2y
1201 Constitution Avenue, NW g 6 o o jﬁ‘@/fy L
Washington, D.C. 20004-3302 S
Phone: 202-564-8940

s e 8 QF - ONAL —
Re:  DuPont Submission Nos. 1-092 to 1-098 /ﬁ @hm;ﬁmﬁw (€.0\12¢85)

Test formulations: Described in the attached Index of Reports
CD Submission (CBI version) g / 5 /07

Dear Section 8(¢) Coordinator:

On July 12, 2006, DuPont submitted a paper copy set of recently reviewed acute inhalation
screening studies which were identified by the above-referenced DuPont submission numbers and
which contained Confidential Business Information (CBI). With this submission, DuPont is
providing a CD (CBI version) containing reports for studies identified as DuPont submission
numbers 1-092 to 1-098 and also containing a copy of this transmittal letter, which includes has
an Index of Reports attached to it. The public version of these reports, along with a CD
containing those studies, is being submitted (with a separate transmittal letter) to EPA.

Please contact me directly if you have any questions or require further clarification.

Contain NO CBI

Very truly yours,

Hralle

Andrea V. Malinowski

Attachment: Index of Reports 1-092 to 1-098 (2 pages)

Enclosure
e 1 CD labeled Submission Nos. 1-092 to 1-098 (CBI version)
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Attachment
Index of Repeorts 1-092 to 1-098

SUBMISSIONN
NUMBER {

4 materials tested:

(1) douglas fir,

(2) tetrafluoroethylene,

3) poly(methyl acrylate/acrylonitrile/sodium p-styrene sulfonate [Orlon® type
42 acrylic fiber], and

(4) tetrafluoroethylene/hexafluoropropylene copolymer

D-pentanol, 2,4,4-trimethyl-3-nitroso-, nitrate;

ICAS number 65152-04-7

Telomeric acid fluoride, described as 3,5,7,9,11-pentaoxadodecanoy! fluoride,
2.2,4,4,6,6,8,8,10,10,12,12,12,-tridecafluoro-;

IALC studies referenced in this study were submitted ungr’ ﬁ CAP
e
. =

Boron, triphenyl(pyridine)-,(T-4)-;

ICAS number 971-66-4

Removed

55% (E)-2,3,dichloro-2-buten-1-01 (CAS number 36555-44-9) and
40% (Z)-2,3,dichloro-2-buten-1-01 (CAS number 60838-32-6) and
5% unknowns

CONTAINS CONFIDENTIAL BUSINESS INFORMATION




. Acute Inhalation Studies — 1* Submission July 12, 2006
Extreme/High Classification

[E#a]

DuPont Submission No.

1-293

CONTAINS CONFIDENTIAL BUSINESS INFORMATION
ENFORCEMENT SENSITIVE
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Study Title

Inhalation Approximate Lethal Concentration (ALC» of
E)iisobutylene Nitrosate {DIBN

~ Author
Rudolph Valentine

Original Report Completed: Apnl 15, 1988
Revision No. 1 May 1. 1997

Performing Laboratory

E. L. du Pont de Nemours and Company
Haskell Laboratory for Toxicology and Industrial Medicine
Elkton Road. P. 0. Box 50
Newark, Delaware 19714

S

Medical Research No.
8209-00}

, Laboratory Project ID
- Haskell Laboratory Report No. 256-88
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Material Tested:

Medical Research No.: ™

Haskell No.:
Physical Form:. -

Composition:
Contaminants:

ther Codes:

CAS Registry Number:

Synonym:
Stability:

Sponsor:

DuPont HLR 256-88
Revised Page

GENERAL INFORMATION

E-Pentanol. 2.4.4-trimethyl-3-nitroso-, nitrate ,

8209-001
16.970
+- Bive-green liquid.. - -
Approximately 44% diisobutylene nitrosate
Approximately 56% diisobutylene
several percent of C4 and C12 hydrocarbons are present in the
product.

41310426

e Diisobutylene nitrosate
e DIBN '

The test matenial was assumed to be stable throughout the
exposure phase of the study.

DuPont Dow Elastomers L. L.C.
E. I. du Pont de Nemours and Company
Wilmington, Delaware
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GENERAL INFORMATION (Cont'd)

Material Submitted By: | P. A Johnson . o
" Polyvmer Products Department
E. I. du Pont de Nemours and Company
Lounville. Kentucky

In-Life Phase | Sl lih e
Initiated - Completed: 3/28/88 - 4/11/88

Notebook: E-56694. pp. 1-91.

There are 13 pages in this report.
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Inhalation Approximate Lethal Cdngentratipn (ALC )__031 DIBI_\_IJ

SUMMARY

Groups of 6 male Crl:CD"BR rats were exposed for a single, 4-hour period 1o atmospheres
oE)lBN iR air. Test atmospheres were generated by atomizing the liquid test material with a
neoulizeT.” The atmospheric concentration of aerosol was measured by-gravimetric analysis and
the-concenyration 6f 2.4.3-frimethyvipentene {the major:component oz)l_)jBl\E)«m determined by
gas chromatography. After exposure. rats-were obsers ed for clinical Signsof toxicity during a 14
day recovery period.

Under the conditions of this study. the ALC ftﬁ)leﬂ 0.43 mg/L of aerosol combined
- whh 3.7 mg/L of 2,4.4-trimethylpentene vapor. Deaths occurred during exposure at
" . cor centrations of 0.43 mg/L of aerosol combined with 3.7 mg/L o%u_‘.":-l.-t-(rimclbylpcnlenc ‘apor.
or greater. Clinical signs of toxicity were limited to ocular, oral or nasal discharges and wet
perineum during exposure and slight to severe weight losses, urine-stained périneum and diarrhea
+- during the recovery period. Although the acrosol alone was considered to be moderately 1oxic

(ALC between 0.2 and 0.8 mg/L of aerosol). based on the total atmospheric concentration of

» aerosol and 2.4, 4-trimethylperitené vapor. the ALC for the mixture was 4.1 mg/L.

N G OTT
: a "R T. Tumer
Technician

Study Director: Pxoxm
o : : " Rudolph Vilentine, Ph.D.
Senior Resedrch Toxicologist

~ Inhalation & Cellular Toxicology
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QUALITY ASSURANCE DOCUMENTATION

STUDY: MR 8209-001 Inhalation Approximate Lethal Concentration (ALC)
H# 16,970 ot@sobutylcnc Nitrosate (Dmﬂ

Because short-term studie’s are numerous and routine in nature. representative studies from
this test type were audited quarterly to ensure the studies are designed and conducted in
compliance with the Good Laboratory Practice Standards.

Revision No. I was reviewed on 4/7/97 for consistency with the original report and the
reasons for revision.

Reported by: L _,/‘) / // i1
Kathleen L/Reed Date

Senior Quality Assurance Auditor
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D.Pont HLR 256-88

INTRODUCTION

The purpose of this study was to determirie a 4-hour inhalation ALC l‘o@lm;l} male rats.
The ALC was defined as the lowest atmospheric concentration tested that cZ”<ed e death of |
or mor. rats either on the day of exposure or within 14 days post exposure. Except as
documented in the study records. this study was conducted according to ihe _-plicable Good
Laboratory Practice Regulations.

MATERIALS AND METHODS

R e 0 - E . . . - N

A. Animal Husb.mdg

Young adult male Crl:CD"BR rats were received from Charles River B-zeding
Laboratories, Kingston, New York. Each rat was assigned a unique 6-digit ic:atification number
which corresponded to a numbered card affixed to the cage. Rats were quar.ined for
approximately one week prior to testing. and were weighed and observed thre times during the
quarantine period. During the test. rats were housed in pairs in 8" x 147 x 8" ~_spended, stainless
steel, wire-mesh cages. The rat assigned the lower number in each cage was :zentified by a slash
in the right ear. Prior to exposure. rats’ tails and cage cards were color-code. vith water-
insoluble markers so that individual rats could be identified after exposure. Es.ept during
exposure, Punn.n Cemﬁed Rodcm Chow #5002 and w atcr were av difable ac tbitum.

Animal rooms weré maintained on a timer-controlled. 13 hour/12 hour shi/dark cycle.
Envifonmental conditions of the rooms were targeted for a temperature of 23 - 2°C and relative
humidity of 50 + 10%. Excursions outside these ranges were judged to hau ~zen of insufficient
magnitude and/or duration to have adversely attected the validity of the study

B. Exposure Protocol

Groups of 6 rats, 8-9 weeks old and weighing between 237 and 325 --ams. were
restrained in perforated. stainless steel cylinders with conical nose pieces  The restrainens
were inserted into a face plate on the exposure chamber such that only th: nose of each rat
protruded into the chamber. groupwas exposcd nose-only for a sigle, 4-hour period

_to aerosol/vapor :nmosphcrcs f DIB’I(*IQ air. Rats were welghcd prior i - 2xposure, and
were observed for clinical signs of toxXiTity dunng exposure. Surviving res were weighed
and observed daily for 14 days’ post exposure; weekende and holidays ex. aded except when
warramed by the rats’ condmon

Page 6ol 13
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Atmosphere Generation

Test atmospheres @lB@em generated by atomization. The test material was
metered into a Spraying Systems nebulizer with a Harvard™ Model Y75 Compact Infusion
Pump Air introduced at the nebulizer (approximately 14 L/min) atomized the test material
* and sivept the resulting aerosol/vapor mixture into & 1-L glass cyclonic elutriator. The
cyclone removed the larger pamdes by impaction and allowed the smaller particles to enter
the 38-L cylindrical. glass exposvre chamber. Test atmospheres were hispersed with a bafile
within the chamber to promote uniform distribution. Chamber atmospheres were exhausted
- through a dry-ice cold trap and @ MSA cartridge filter prior to discharge into a fume hood.

Analytical

Two analytical methods were used te determine the atmospheric concentration of the
test material. A i as chromatographic method was developed to ’lexzje the atmospheric

concentration of] 2.4.4-trimethylpentenc | the major component of DIBNJ In addition. a
gravimetric method was used to estimate the concentration of acrosol™€hamber samples
were collected with a sampling train consisting of a 25 mm tilter cassette and/or ta .dem
midger impingen containing cither acetone or methylene chloride as a trapping solvent.

Gravimetric Analysis

The atmospheri¢ concentration of aerésol was determined at approximately 30-

" minute intervals by graviimetric analysis-during most exposures. Known volumes of
chamber atimospheres were drawn through preweighed. Gelman glass fiber (1 vpe A/E)
filters. Filters were weighed on a Cahn Model 28 Automatic Electrobalance”. The
atmospheric concentration of aerosol w as calculated from the difference in the pre- and

: posz-samplmg f' Iter weights.

‘For 3 exposures. LdLh tllter Was W cl"hcd immediately after sampling and then
placed in 5 mL of acetone or methylene chloride. Aliquots of the resulting solutions
“were analyzed by gas chromatography as described below. For | exposure. each filter
was weighed immediately after sampling: every other filter was then dried in a
‘desiccator and reweighed. and the remaining filters were placed in 5 mL of methylenc
chloride or acetone. Aliquots of the resulting solutions were chromatographed as
described below to estimate the amount {— 4 4-trimethyipentenefremoved by
: ﬂltrzmon. : '

Page 7of 13




DuPont HLR 256-88
Revised Page

€ Lre nographic Analysis

‘Tne atmospheric concentration 0E4.4-trimethylpcm¢‘:£19 was monitored at
approximately 30-minute intervuls during each exposure. Kfiov.n volumes of chamber
atmospheres were drawn through tandem glass midget impingers containing either
acetone or methylene chlori Je as a trapping solvent. The impinzers were insested in a

- sampling train downstream from the filter assembly and were used to collec) 2.4.4-
mmethylpcmene apor that pa.ssed through the filter. “The resulting solutions were

analyzed by gas romatography.

Impinger or filter samples were analyzed with a Hewlett Packard Model S5710A gas
- chromatograph ‘equipped with a lame ionization detector.- Sumples were
" chromatographed :sothenmlly a195°C ona 6'x 1/4" 0.d. glass column packed with 3%
SE-30 on 80/100 mesh Chromasorb W HP. The atmeospheric concentration E’ 4.4-
mmethyipemerﬂs as determined by comparing the detector response of samples with
standard curves:=Standards were prepared by qu.mmauvel\ diluting 2.4,4-
trimethylpenteneft Aldrich Chemical Co., 99% pure) in meths lene chloride.

Particle size (mass median aerodynamic diameter and percent less than 10 um) was
determined with a Sierra Séries 2i0 cascade impactor during most exposures’. During each
exposure. chamber temperature was measured with a mercury thermometer. relative humidity
was measured with a Bendix Modei 506 psychrometer. and chamber oxygen mncemmuon
was mmsured with a Bmwstems ‘Model 3 lOOR oxygcn .xnalvnr

Records Retention

e

Al raw diita and the final report will be siotéd in the archives < Haskell Laboratory for
Toxicology and Industrial Medicine. Newark. Delaware. or at Iron Mountain (formerly the
Du Pont Records Management C enur). E. L du Pont de ‘\kmours and Comp.mv
Vvllmmzton Deldwam ;

PR

’ TS .

i
A . »

Exposure Conditions and Assocuted Mort.lht

E—

" Aerosols 01 DIBI:I:\y'erc readily observed durlhg the exposures. Chamber temperature

ranged from 23-24°C, relative humidity varied from 52-65%, and chamber oxygen
concentration was 21.0%. Aimosphenc aerosol andl 2,4,4-irimethy Ipenteiic) concentrations.
and rat mortality data for each exposure are summarized in the followingtdbles.

Page Bof 13
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Aerosol

Concentration (mg/L)" < Particles Mortality

Mean S.D. Range n <10um AD® MMD" (um) deaths/# exposed)
NM . NM NM . NM 92 2 6
0.18 0048 0.14-025 7 98 L 0/6
043 0014 041-045 8 98 2 , 2/6
0.82 0085 0.76-088 2 NM 6/6
43,007 213 20 NM , 6/6

NM = Not'Measured
*Values shown represent-the mean, standard Jdeviation (S.D.). range and number of observations
{n} for eacly exposure. Aerosol ¢ ccmrauons were based on wet filter weights. Due to the small
amount oi‘!A 4-mmethylpemene reseny, on the filters (less than 2% of the total atmospheric
concentration o@ 4-trimethy lpemﬁas toun the filter samples). it was assumed that the
filter weight gain was due ¢ diisobufylene nitrosate. %ppronmately 11% of the sample mass
remained on the filters after desiccation.

"Percent by weight of particles with aerodynamic dmmcter (AD) less than 10 um.

“‘Mass median aerodynamic diameter.

Almosphcnc Concentrations 05 2.1 34-Trimethvipentene
. L kS N
l -24.4-Tri meth\'lpemeneConcemf:‘ni‘cij‘ mg/L)

" Concentration : Mean S.D. ' Runge

Aeroso

M 1.6 0.11
0.8 mgll - 2.4 0.27
043 mg/L .. 37 - L 002
0.82 mg/l. . 75. 0.76
T L3 g/l 1 0.58

NM = Not Measured "+~ : :
* Data based on ¢hromatographic analysis of impinger: .md filter samples.
* Valves shown represem thé miean; sl.md.trd deviation (S D ) mnge and numbcr of samples (n) for each

etposurc

Page 9of 13
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B. Clinical Observations

Deaths occurred during exposure at aerosol concentrations of 0.43 mg/L or greater.
Upon release from the restrainers at the end of exposure, most surviving rats exhibited red
nasal and ocular discharges: in addition, rats from the 0.18 mg/L groups had brown oral
dncharge and rats from the 0 4.» mg/L group had wet permeum

C hmc.:l signs of toxicity in some rats dunng (hc recovery period were hmncd o dmrhc.a
or brown-discolored fur, and urine-stained perineum. All clinical signs had resolved by day 3
post exposure. Most surviving rats from zli groups exhibited slight to severe (up to 14% of
nitial body. welghl) weight loss within. 24 hours of exposure. Rats began to regain weight 2
days past exposure.

DISCUSSION AND CONCLUSION

Under the conditions of this study. the ALC quZDI‘BN s 0.43 mg/L of aerosol (ussumed to

represen) diisobutylene nitrosate]combined with 3.7mg/L df 2.4.4-trimethylpentene papor.
Although the aerosol alorie was condered to be moderately toxic (ALC between 0.2 and 0.8 mg/L
of aerosol). based on the total atmospheric concentration of aerosol .an.—l.-'l-ltimelhylpemcne

vapor.j ALC for the mixture was 4.1 mO/L

! Calculation described in Sierra Instruments. Inc.. Bulictin 7-79-219IM. Instruction Manual:
Series 210 Ambient Cascade Impactors and Cyclone Preseparators.
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Inhalation Approxim.ite Lethal Concentration (ALC) of Diisobitylene Nitrosate (DIBN)

Reason for Revision No: |

An ¢lectronic file of this report could not be found. For this reason, a copy of the original report
was electronically scanned into a file.

Changes:
Page | The title page was changed to reflect the revision.
“Inc.” was removed from the Company name on Page | and throughout the report.
Page 2 -...Geneyal Information - .. - L . A
The sponson is curremlv DuPom Dow Ela.stomcrs L L.C. '
Composition -  From: | Approximately 20% dn.sobutylene itrosat
’ ' Approximately 80% diisobutylene

To: | Approximately 44% diisobutylene nitrosat
Approximately 56% diisobutylene
General Information (cont™d)
The statement. “There are 10 pages in this report™ was chanzed to reflect the
revised page count.
A statement addressing distribution’of the revised report w .« added.”
-Summan /Slgnatures
' Summary:Second paragraph. second sentence
From: “Deaths occurred during exposure aL.conceniration of 0.82 mg/L of
- - aerosol u)mbmed with 7.5 mgIL oE.—l 4-trimethyipentene sapor.,for
gre.xtcr .
To: “Deaths occurred dunnc »xposurc concen:riations of 0.43 mg/L. of
acrosol Lombmed vuth 37 mgIL 24 4-triczethylpentene \'apbjor
' greater o

”

e

-second paragraph. last senténce

"From: 'Based on the total atmospherig.concentration of acrosol aﬁ.\-b&-
trimethylpentene vapqf. DIBN is considered to have very low
toxicity cn an acute inhalatiof basis.

" To:  Although the aerosol alone was ¢onsidered to be moderately toxic
(ALC between 0.2 and 0.8 mg/L of aerosol ). bused on the total

“atmosgheric concentration of aerosol an@ 4- tnmethylpenlene
vapor, fthe: ALC for the mixture was 4.1 mg/L.
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R. Valentine’s current title was included.

The Acutc and Developmental Toxicology Dlvmon is now Inhalation and Cellular
Toxicology.

L

The rcfercncc to file "RV smk 87.10" was dcleted since this tile no longer exists.
Page 5 Quahty Assurance Documcnl.mm' Changed to include the audit of the revised repo:t.

Page 8 Records Retenuon’ The name of the current records retention center was added.
. RO ot S N I EREERARR L
Page tO Dmcussuon and Conclusion. l.ls[ scmence.
From: Based on the combined atmospheric concentrations of aerosol and
2.4 4-trrimethylpentene vapor. DIBN l.s considered to have very fow

toxicity on an acute inhalation basis (ALC greater than 2 mg/L).

To: Although the aerosol alone was considered to be modeiately toxic (ALC
between 0.2 and 0.8 mg/L of aerosol) based on the total ayhospheric
concentration of aerosol and) 2.4.4-trimethylpentene vaporlthe ALC for
the mixture was 4.1 mg/L.

Reason for Changes a

. This report was revised at the réquest of the Sponsor to reflect the correct purity and
composition of the test substance. The following pages were revised 1o reflect this change: the
original report will be maintained in the Medical Research file at Haskell Laboratory.

Page | Title page’

Page2  General 'nformation -

Page 3 °  General Information (cont d)

Page 4 Summary/Signature

Page 5 - Quality Assurance churhémation :
Page8  Records Retention

Page 10  Discussion and Conclusion

Additional Page

Page 11 Reason for Revision No. 1
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\. . - _
‘Revised by: #A—\ . Dee T re— 3/ F
‘ John W. Sarver Date

Toxicologist

RNa\a A shiad
" Rudolph Valentine Date

»_ i Study Director :
Inhalation & Cellular Toxicology
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